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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group I: Claims 1-35 and 41 in the reply 
filed on 1/30/09 is acknowledged. Claims 36-40 are withdrawn from further 
consideration pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected invention, 
there being no allowable generic or linking claim. Election was made without traverse 
in the reply filed on 1/30/09. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The phrase "or the like" renders the claim(s) indefinite 
because the claim(s) include(s) elements not actually disclosed (those encompassed by 
"or the like"), thereby rendering the scope of the claim(s) unascertainable. See MPEP 
§ 2173.05(d). 

Claim 4 recites the limitation "said wrist band" in line 2 of the claim. There is 
insufficient antecedent basis for this limitation in the claim. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Segal et al. 
(WO 02/15957). Segal et al. (hereafter 'Segal') teaches a safety apparatus for 
transfusing blood contained within a bag 38 having an elastically deformable tube 36 
comprising a constriction device 22 closed by clamping means (24, 26) that are 
moveable about the tube 36 so as to prevent blood from flowing through the tube. The 
constriction device receives a plate on which coding elements are formed, thereby 
forming a locking mechanism (i.e. seat) into which a key can be inserted (see Figures 
1 1, 1 J, and 1 K). The locking device comprises a series of coding elements that prevent 
the constriction device from being unlocked until a corresponding key is inserted, the 
key having corresponding coding elements that line up with those of the locking device. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 6-1 3 and 1 5-1 9 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Segal. Segal teaches the device substantially as claimed, but does 
not specifically teach that the key is circular. Similarly, Segal does not teach any 
structural elements corresponding to a circular key and constriction device. However, 
mere changes in shape do not constitute patentable improvements in the art when said 
changes do not provide functional improvements over the prior art. In this case, Segal 
provides a locking tube clamp for preventing blood transfusions to incorrect patients. 
Segal's device clamps around the tube, thereby preventing blood flow through the tube 
until a user-specific key is inserted. Segal's device therefore performs the same 
function as the instant device, and the mere rearrangement of parts/change of shape 
such that the key and constriction device are circular does not provide a patentable 
improvement over the prior art (see MPEP § 2144.04). Therefore, it would have been 
merely an obvious engineering choice to one of ordinary skill in the art to rearrange the 
blood flow constriction device and key of Segal in a circular manner, because doing so 
does not provide any additional functionality over the prior art. 

Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Segal in 
view of MacNeill (US 4,346,869). Segal reasonably suggests the device substantially 
as claimed, but does not specifically teach or suggest that the clamp comprises a series 
of transverse ribs. MacNeill teaches a tube clamp having a plurality of transverse ribs 
that engage the outer walls of the tube (see Figure 4). The ribs are spaced such that 
upper rib 32 is received between lower ribs 42, thereby allowing the tube to be 
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completely closed between the ribs. Additionally, because the ribs are curved, the 
clamp is substantially prevented from damaging or puncturing the tube during clamping. 
Tube clamps having a plurality of ribs are well known in the art for this reason. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time of 
invention to modify the constriction device of Segal with MacNeill's ribbed tube clamp, 
thereby providing an improved means for completely closing the clamp without 
damaging or puncturing the flexible tube. 

Claims 3, 5, and 20-35, rejected under 35 U.S.C. 103(a) as being unpatentable 
over Segal in view of Greenwalt et al. (US 4,685,314). 

With respect to Claims 3, 5, and 20-35, Segal teaches the device substantially as 
claimed, and further suggests that the key should remain with the patient, preferably 
attached to the patient's body (P. 9, Lines 1-2). Segal, however, does not specifically 
teach that the key is housed in a wristband that is worn by the patient. Greenwalt 
teaches a device and method for preventing transfusion of incompatible blood 
comprising a blood bag having a locking means (1 , 2) disposed thereon, such that the 
blood bag may only be accessed by unlocking it with a patient-specific key 3 (see 
Figures 1 and 2). Once a patient's blood type has been determined, a corresponding 
key is affixed to the patient, preferably by a wrist band, so as to ensure that only the 
correct blood type may be transfused (Column 8, Line 64 through Column 9, Line 25). 
Both Segal and Greenwalt therefore clearly suggest the need to keep the wristband with 
the patient, and Greenwalt suggests that the use of a wristband is a well-known means 



Application/Control Number: 10/595,852 Page 6 

Art Unit: 3761 

for affixing a key to the patient for medical reasons. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time of invention to modify the 
transfusion safety apparatus of Segal with Greenwalt's use of a wristband to store the 
key on the patient's body, because doing so provides a simple means of securing the 
key to the patient in a well known, comfortable manner. 

Regarding the specific structural elements claimed, these elements are drawn to 
securely attaching a circular key to a wristband. As discussed above, it would have 
been an obvious matter of engineering choice to reconfigure the device of Segal so that 
the key and constriction device are circular because doing so does not substantially 
change the function of the device as a whole. In addition, it would have been obvious to 
modify the key-holding wristband suggested by Segal and Greenwalt in order to be 
configured to receive a circular key, because the specific claimed structural elements of 
the wristband are drawn to securely holding a circular key. The mere rearrangement of 
parts of the wristband so as to securely hold a circular key does not constitute a 
patentable improvement in the art because the resulting device would have a 
substantially similar function to the prior art. See MPEP § 2144.04. 

With respect to Claim 4, Segal and Greenwalt reasonably suggest the device 
substantially as claimed (see above), and Greenwalt further teaches that a variety of 
coding means (such as color coding) may be used to identify blood type. Greenwalt 
teaches that the key, the wristband, and the blood bag must all be labeled so as to 
provide additional visible indication of the blood type that is to be transfused. The key is 
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to be placed in a wristband of the same color, and is only capable of unlocking a 
transfusion bag of the same color. Greenwalt, therefore, clearly teaches the use of 
labeling means to identify the transfusion bag, locking means, and patient wristband by 
blood type. It has been held printing matter used as coding means does not distinguish 
the claimed product from the prior art unless there is a new and non-obvious 
relationship between the printed matter and the substrate (see MPEP 21 12.02 (III)). In 
this the use of coding means to visually identify equipment that is to be used with a 
certain blood type is well known in the art. It would have been obvious to one of 
ordinary skill in the art at the time of invention to modify the transfusion safety device of 
Segal with Greenwalt's coding system, such that the type of blood associated with each 
piece of transfusion equipment may be readily identified. 

Claims 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over Segal in 
view of Delvigo (US 5,925,028). 

With respect to Claim 2, Segal teaches the device substantially as claimed, but 
does not specifically teach that the construction device is irreversibly connected to the 
bag. Delvigo teaches a blood transfusion device wherein a flow control member (2, 3) 
is connected to a tubing system in order to establish fluid communication with the bag. 
The member 2 is connected to a strip 23 that keeps it permanently linked to the bag 
(see Figure 9). By doing this, the accidental loss or disengagement of the member 2 
from the bag can be substantially prevented (Column 4, Lines 7-17). Therefore, it would 
have been obvious to one of ordinary skill in the art at the time of invention to modify the 
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safety apparatus of Segal with the permanent attachment means of Delvigo, because 
doing so would substantially prevent the accidental misplacement of the flow clamp. 

Claim 41 is rejected under 35 U.S.C. 103(a) as being unpatentable over Segal in 
view of Greenwalt, and further in view of Delvigo. Segal and Greenwalt reasonably 
suggest a method of using the safety apparatus of Claim 1 comprising determining the 
blood type of the blood in a transfusion bag, labeling the bag according to the 
determined blood type (see the rejection of Claim 4), mounting a constriction device 
with the same information on the tube, identifying the blood group of a patient, recording 
the patient's blood type in a hospital file and on a tab that is attached to a wristband that 
is to be fastened to said patient's wrist, labeling the wristband and fastening it to the 
patient's wrist (see the rejection of claims 3 and 5), selecting the number of blood bags 
to be transfused, and attaching the keys that correspond to said blood bags to said 
wristband. Once the operation is to be carried out, the key is retrieved from the patient, 
such that the constriction device may be opened. Using this system, the user is fully 
capable of providing each patient with an individual tag to be carried with them at all 
times and coded in a manner corresponding to the their blood type, such that the user 
may determine the patient's blood type in the event that the patient is admitted to the 
hospital. Segal and Greenwalt, however, do not specifically teach that the constriction 
device is permanently attached to the bag. 

Delvigo teaches a blood transfusion device wherein a flow control member (2, 3) 
is connected to a tubing system in order to establish fluid communication with the bag. 
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The member 2 is connected to a strip 23 that keeps it permanently linked to the bag 
(see Figure 9). By doing this, the accidental loss or disengagement of the member 2 
from the bag can be substantially prevented (Column 4, Lines 7-17). Therefore, it would 
have been obvious to one of ordinary skill in the art at the time of invention to modify the 
safety apparatus of Segal and Greenwalt with the permanent attachment means of 
Delvigo, because doing so would substantially prevent the accidental misplacement of 
the flow clamp. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Phil Wiest whose telephone number is (571)272-3235. 
The examiner can normally be reached on 8:30am-5pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on (571) 272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Phil Wiest/ 
Examiner, Art Unit 3761 

/Leslie R. Deak/ 

Primary Examiner, Art Unit 3761 

13 April 2009 



